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STO(K) Summary )
MyLab70 Ultrasound ITmaging System JUN 1 2005
Esaote. S.p.A.

510(k) Summary

The following 510(k) summary has been prepared pursuant to requirements specified in
21CFRY807.92(a).

807.92{a)(1)
Submitter Information
Carri Graham, Official Correspondent
The Anson Group
7992 Castleway Drive
Indianapolis, Indiana 46250
Phone: (317) 849-1916 x103
Facsimile: (317) 577-9070

Contact Person: Carri Graham

Date: May 16, 2005

807.92(a}(2)

Trade Name: {6150) MyLab70 Ultrasound Imaging System

Common Name: Ultrasound Imaging System

Classification Name(s): Ultrasonic pulse doppler imaging system 892.1550

Ultrasonic pulsed echo imaging system 892.1560

Classification Number: 90IYN; 901YO
807.92(a)(3)
Predicate Device(s)
Esaote, S.p.A. 7250 Ultrasound Imaging System K982444
Esaote, S.p.A. 7250 Ultrasound Imaging System K994369
Esaote, S.p.A. 7350 Ultrasound Imaging System K050326
Esaote, S.p.A. Technos Ultrasound Imaging System K014168

Esaote, S.p.A. Technos Ultrasound Imaging System K023255



ST0(R) Summary
MyLab70 Ultrasound Tmaging Syvstem
Esaote. S.p.A.

807.92 (a)(4)

Device Description

The MyLab 70 is a mainframe ultrasound system used to perform diagnostic general
ultrasound studies. Its primary modes of operation are: B-Mode, M-Mode, Doppler and
Color Flow Mapping and, on lower frequency probes, Tissue Enhancement Imaging
(TEI). The MyLab70 is equipped with a CRT Color Display. The full alphanumeric
keyboard allows complete on-screen data entry of patient information and on-screen
annotations.

The MyLab70 can drive phased (PA), convex (CA), linear array (LA) and Doppler
probes.

The MyLab70 is equipped with a DVD-RW disk drive that can be used for image
storage. Data can also be stored directly to a Personal Computer via a LAN port.
Optional accessory devices available for the MyLab70 include a S-VHS video recorder
and a monochrome or color page printer. The MyLab70 is equipped with an isolation
transformer to adequately insulate the system’s peripherals.

807.92(a)(5)
Intended Use(s)

Esaote’s MyLab70 is a mainframe ultrasound system used to perform diagnostic general
ultrasound studies including Cardiac, Transesophageal, Peripheral Vascular, Neonatal
Cephalic, Small organ, Musculoskeletal (Conventional and Superficial), Abdominal,
Fetal, Transvaginal, Transrectal, Adult Cephalic, Pediatric and Other: Urologic.



STO(R) Sumnany

My Lab70 Ultrasound Imaging Syvstem

Esaote. S.p AL

807.92(a)(6)

Technological Characteristics

MyLab 70 Technos 7350 MyLab 50

this submission (K014168 & K023255) (K050326)
Electrical Safety IEC60601-1 TIEC60601-1 IEC60601-1
Ultrasound Safety Track 3 (Acoustic Track 3 {Acoustic Track 3 (Acoustic Output

Output Display) Qutput Display) Display)
Indication for Use
e OB/Fetal YES YES YES
¢ Abdominal YES YES YES
¢ Pediatric YES YES YES
¢ Small organ YES YES YES
¢ Neonatal Cephalic YES YES YES
* Adult Cephalic YES YES YES
e Cardiac YES YES YES
* Transesophageal YES YES YES
s Transrectal YES YES YES
¢ Transvaginal YES YES YES
¢ Peripheral Vascular YES YES YES
* Musculoskeletal YES YES YES
(conventional & superficial)

Probe Technology
¢ Phased Array YES YES YES
» Linear Array YES YES YES
e Convex Array YES YES YES
* Doppler Probes YES YES YES
e Bi-Scan YES NO NO
Modes of operation
2D, M-Mode, PW, CW, CFM, YES YES YES
Amplitude Doppler (PD), TEI
CnTI YES YES No
VM YES YES YES
VPAN YES YES NO
Imaging Frequencies 1+16 MHz 1.5 16 MHz 2+=10MHz
CFM/Doppler Frequencics 2+12 MHz 2+12 MHz 2+8 MHz
Tissue Velocity Mapping feature YES YES YES

Biopsy Guidance

= Biopsy Intended Uses

General Purpose,

General Purpose,

General Purpose,

Transrectal, Transrectal, Transrectal, Transvaginal
Transvaginal Transvaginal

Display type CRT CRT CRT

Display Standard SVGA SVGA SVGA

Digital Archival Capabilities YES YES YES




STOCK) Summan

My Lab7( Ultrasound Tmaging System

Esaote, S.p.A.
MyLab 70 Technos 7350 MyLab 50
this submission (K014168 & K023255) (K050326)
DICOM Classes: Media Storage, Media Storage, Storage | Media Storage, Storage
' Storage SCU SCU SCu
VCR / Page Printer YES YES YES

Mé&A Capabilities

Cardiac, Vascular, OB
and general purpose

Cardiac, Vascular, OB
and general purpose

Cardiac, Vascular, OB
and general purpose

measurements measurements measurements

Weight 110 kg 140 kg 90 kg

Dimensions 60(w) x 160(h) x | 60(w) x 160(h) x 60(w) x 155(h) x 90(d)
90(d) cm 105(d) cm cm
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Public Health Service

. Food and Drug Administration
JUN 1 - 2005 9200 Corporate Boulevard

Rockville MD 20850

Esaote, S.p.A.

% Ms. Carri Graham
Consultant

The Anson Group

7992 Castleway Drive
INDIANAPOLIS IN 46250

Re: K051308
Trade Name: Model 6150 (MyLab70) Ultrasound Imaging System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Number: 21 CFR 892.1560
Regulatory Name: Ultrasonic pulsed echo imaging system
Regulation Number: 21 CFR 892.1570
Regulation Name: Diagnostic ultrasonic transducer
Regulatory Class: I
Product Code: 1YN, IYO, and ITX
Dated: May 16, 2005
Received: May 19, 2005

Dear Ms. Graham;:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug. and Cosmetic Act {Act}. You may, therefore, market the device. subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices. good manufacturing practice. labeling.
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the Model 6150 (MyLab70) Ultrasound Imaging System. as described in your

premarket notification:

Transducer Model Number
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Page 2 — Ms. Graham

ECI123 PA230
LA424 TEE022
LAS22 TRT23
LAS23 2CW
LAS532 SCW
PAI121 BS230
PA122 PAQ23

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested
in Appendix G, (enclosed) of the Center’s September 30, 1997 “Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers.” If the special
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved
levels), then the 510(k) clearance may not apply to the production units which as a result may be
considered adulterated or misbranded.

The special report should reference the manufacturer’s 510(k) number. It should be clearly and
prominently marked “ADD-TO-FILE” and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed

predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
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"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toli-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www fda.gov/cdrh/industry/support/index.html

If you have any questions regarding the content of this letter, please contact Rodrigo C. Perez at
(301) 594-1212.

Sincerely yours,

O/c:& LQZ/ y?

441 Nancy C. Brogdon
Director, Division of Reproductive,
Abdominal and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Mod. 6150

Meode of Operation

Clinical Application PwD | cwp Color | Amplitude Colc._r Combined | Other
A B M W) | cw Doppler | Doppler Vcloqty (specify} | (specify)
{CFM) {PD) Imaging
Ophthalmic
N (sce N (sce
Fetal N N N N N N Note 1) Note 2)
N (seec N {sce
Abdominal N N N N N N Note 1) Note 2)
Intraoperative (specify}
Intraoperative
Neurological
N (sce N (see
Pediatric N N N N N N Note 1) Note 2)
N (see N (sce
Small Organ (specify) N N N N N N Note 1) Note 2)
N (see N (sce
Neonatal Cephalic N N N N N N Note 1} Note 2)
N (see N {sce
Adult Cephalic N N N N N N Note 1) Note 2}
N (see N (see
Cardiac N N N N N N Note 1} Note 2)
N (see N (see
Transesophageal N N N N N N Nate 1} Note 2)
N (see N (see
Transrectal N N N N N Note 1) Note 2)
N (see N (sec
Transvaginal N N N N N Note 1) Note 2)
Transurethral
intravascular
N (see N (see
Peripheral Vascular N N N N N N Note 1j Note 2)
Laparoscopic
Musculo-skeletal N (see N (sce
Conventional N N N N N N Note 1} Note 2]
Musculo-skeletal N [see N (see
Superficial N N N N N N Note 1) Note 2)
N (see N (see
Other (Urological) N N N N N N Note 1} Note 2}

Prescription Use

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:

Small Organs (thyroid, testicles, penis and breast);
Peripheral Vascular to include Vein Mapping & Scleroterapy

Naote (1): Combinations: any combination of the following modes: B+M +PW+

B+PW, B+M, B+CFM+PW where all single modes are live.
Note {2): TEI (Tissue Enhanced Imaging) mode

Bi-Scan

/

{Division Sign-Off)
Division of Reproductive

and Radiological Devices
510(k} Number

, Abdominal,
£05) 308

CW+CFM+PD, where only one mode is live; B+CFM, M+CFM,




CA123 -

Mode of Operation
Clinical Application PWD | cwp Color | Amplitude Colo_r Combined | Other
A B M PW) W) Doppler Doppler Velocity {specify) | (specify)
(CFM) (PD} | imaging P
Ophthalmic
Fetal
N (see N {see
Abdominal N N N N N Note 1) Note 2)
Intraoperative (specify)
Intraoperative
Neurological
N (see N (see
Pediatric N N N N N Note 1) Note 2}
N (see N {see
Small Organ (specify] N N N N N Note 1) Note 2}
N (sce N (see
Neonatal Cephalic N N N N N Note 1) Note 2}
Adult Cephalic
N {see N (see
Cardiac N N N N N Note 1) Note 2}
Transesophageal
Transrectal
Transvaginal
Transurethral
[ntravascular
N {see N {see
Peripheral Vascular N N N N N Note 1} Note 2
Laparoscopic
Musculo-skeletal
Conventional
Muscule-skeletal
Superficial
Other

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Small Organs (thyreid, testicles, penis and breast};
Peripheral Vascular to include Vein Mapping & Scleroterapy

Note (1): Combinations: any combination of the following modes: B+M+PW+ CFM+PD, where only one mode is live; B+CFM, M+CFM, B+ PW,
B+M, B+CFM+PW where all single modes are live.
Note (2y TEl (Tissue Enhanced Imaging) mode

IRl (s

(Division Sign-Off)
Division of Reproductive, Abdominal,

and Radiological Devices
10k} Number (57.50F

o

.fPre,scnption Use




CA421

Mode of Operation
Clinical Application pwD | cwp Color | Amplitude Cola_r Combined | Other
A B M ®w) | ©cw) Doppler | Doppler | Velocity {specify) | (specify)
(CFM]) (PD) Imaging
Ophthalmic
N {see N (sce
Fetal N N N N N Note 1) Note 2}
N (see N (see
Abdominal N N N N N Note 1} Note 2}
Intraoperative (speafy]
Intraoperative
Neurological
N (see N {sce
Pediatric N N N N N Note 1} Note 2}
Small Organ {specify]
Neonatal Cephalic
Adult Cephalic
Cardiac
Transcsophagcal
Transrectal
Transvaginal
Transurethral
Intravascular
N (sece N (see
Peripheral Vascular N N N N N Note 1) Note 2}
Laparoscopic
Muscolo-skeletal
Conventional
Muscolo-skeletal
Superficial
N (see N (see
Other (Urologicalj N N N N N Note 1} Note 2}

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Note (1}, Combinations: any combination of the following modes: B+M+PW +CFM+PD, where only one mode is live; B+CFM, M+CFM, B+PW,
B+M, B+CFM+PW where all single modes are live.
Nate (2): TEI (Tissue Enhanced [maging) mode

¥

Rt e, -

{Division Sign-Off)
Division of Reproductive, Abdominal,

and Radiclogical Devices —
510k} Number KOS/ 3

/

Prescription Use__————"""



CA430

Mode of Operation

Clinical Application Color Amplitude Color .
A B M PWD | CWD Dappler Doppler Velocity Combined § Other

(PW) cw) (CFM) {PD) Imaging (specily) {specify)

Ophthalmic

N [see N [see
Fetal N N N N N Note 1) Note 2]
N {see N (see
Abdominal N N N N N Note 1) Note 2}

Intracperative (specify)
Intracperative
Neurological

Pediatric

Smail Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

) N (sec N (see
Peripheral Vascular N N N N N Note 1) Note 2)

Laparoscopic
Muscolo-skeletal
Conventional
Muscolo-skeletal
Superficial

Other
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Note (1); Combinatiors: any combination of the following modes: B+M+ PW +CFM+PD, where only one mode is live; B+CFM, M+CFM, B+PW
B+M, B+CEM+PW where all single modes are live. ' ’
Note (2): TEI{Tissue Enhanced Imaging) mode

RC [Gillyrn

(Divi‘sion Sign-0ff)
Division of Reproductive, Abdominal.
and Radiological Devices }

510(k) Number (02,32

e

Prescription Use

18
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CA621

Mode of Operation

Clinical Apptication pwp | cwp | Color [ Amplitude | Color | oo ied| Other
PW) CW) Doppler | Doppler | Velocity

{CFM) (PD) Imaging | (SPCcify) | fspecify)

Ophthalmic

N {sce N (see
Fetal N N N N N Note 1) Note 2}

N (secc N (scc
Abdominal N N N N N Note 1] | Note 2)

Intragperative (specify)

Intraoperative
Neurologicel

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

N {see N (see
Peripheral Vascular N N N N N Note 1) Note 2)

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

N [see N {sece

Other (Urological} N N N N N Note 1} Note 2)

e ccription Tlse

[

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Note (1} Combinations: any combination of the following modes: B+M+PW+CFM+PD, where only one mode is live; B+CFM, M+CFM, B+PW,

B+M, BHCFM+PW where all single modes are live.
Note (2. TEI (Tissue Enhanced Imaging) mode

"Rt [, -

{Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiclogical Devices

510{k} Number L0513,

/

19



EC123

Mode of Operation

Clinical Application Color | Amplitude | Color .
A B M I{D:V[; ((:g”? Doppler | Doppler | Velocity Combined | Other

{CFM) (PD) imaging | OPECill | (specify)

Ophthalmic

N (see N (see
Fetal N N N N N Note 1) Note 2§

Abdominal

{ntraoperative (specify}

Intraoperative
Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

N (see N (see
Transrectal N N N N N Note 1} Note 2}

N {see N (sec
Transvaginal N N N N N Note 1) Note 2]

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

N {see N (see
Other (Urological) N N N N N Note 1} Note 2)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Note (1). Combinations: any combination of the following modes: B+M+PW +CFM+PD, where only one mode is live; B+CFM, M+CFM, B+PW,
B+M, B+CFM+PW where all single modes are hve,
Note (2): TEI(Tissue Enhanced Imaging) mode

EAY

{Drasion Sign-0Off)
Dmasion of Reproductive, Abdominal,
o Badiotagical Devices

£ Yk Number £20130

—

]
oy Lt
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LA424

Mode of Operation
cumcatppscssn | T T T owp [ owp [ 2o T s T o T ompiea | o
ew) | (cw) | TR by | maging | (epecifi) | (specify)

Ophthalmic
Fetal
Abdominai
Intraoperative {specify)
Intraoperative
Neurological

N {(see
Pediatric N N N N N Note 1)

N (see
Small Organ {specify) N N N N N Note 1}
Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular

N (see
Peripheral Vascular N N N N N Note 1)
Laparoscopic
Muasculo-skeletal N (see
Conventional N N N N N Note 1)
Musculo-skeletal N (see
Superficial N N N N N Note 1)
Other

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Small Organs (thyreid, testicles, penis and breast);
Peripheral Vascular to include Vein Mapping & Scieroterapy

Note (1): Combinations: any combination of the following modes: B+M+PW +CFM+PD, where only one mode is live; B+CFM, M+CFM, B+PW,
B+M, B+CFM+PW where all single modes are live

R J

{Crivision Sign-0ff) v
Dwision of Reproductive, Abdominal,

arwi Radwlogical Devices
3104k) Number Jﬂf//ﬁd

. St iy TRz . 21
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LAS22

Mode of Operation

Clinical Application PWD | CWD Color | Amplitude Colo.r Combined | Other
W) | W) Doppler | Doppler Vcloc:'lty (specify] | {specify)
{CFM]) (PD} {maging _ Y
Ophthalmic
Fetal
Abdominal
Intraoperative (specify}
Intraoperative
Neurological
N (see
Pediatrnic N N N Note 1}
N (see
Small Organ {specify] N N N Note 1)
Neonatal Cephalic
Adult Cephalic
Cardiac
Transcsophageal
Transrectal
Transvaginal
Transurethral
[ntravascular
N (sce
Peripheral Vascular N N N Note 1)
Laparoscopic
Musculo-skeletal N (see
Conventional N N N Note 1}
Musculo-skeletal N {sce
Superficial N N N Note 1}
Qther

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:

Small Organs {thyroid, testicles, penis and breast);
Peripheral Vascular to include Vein Mapping & Scleroterapy

Note (1) Combinations' any combination of the following modes: B+M+PW+CFM+PD, where enly one mode is live; B+CFM, M+CFM, B+PW,
B+M, B+CFM+PW where all single modes are live.

7

fb:vision Sign-Off)
Mwisinn of Reproductive, Abdominal,
and Radiological Devices

5 17%k) Number _/ﬁ\{/

22



LAS23

Mode of Operation
Clinical Application Color | Amplitude { Color .
A B M I(’PW‘;"? (‘:&E; Doppler | Doppler Veloc-ity C‘::’cl::;d [s()th%r}
{CFM] (PD) Imaging
Ophthalmic
Fetal
Abdominal
Intraoperative {specify)
Intraoperative
Neurglogical
N (see N (see
Pediatric N N N N N Note 1) Note 2)
‘ N (see N (see
Small Organ (specify) N N N N N Note 1) Note 2}
Neonatal Cephalic
Adult Cephalic
Ca.rdiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
N {see N {see
Peripheral Vascular N N N N N Note 1} Note 2)
Laparoscopic
Musculo-skeletal N (see N [see
Conventional N N N N N Note 1) Note 2)
Musculo-skeletal N (see N (see
Superficial N N N N N Note 1) Note 2§
Cther

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:

Small Organs (thyroid, testicles, penis and breast);
Peripheral Vascular to include Vein Mapping & Scleroterapy

Note (1): Combinations: any combination of the following modes: B+M+PW +CFM+PD, where only one mode is live, B+CFM, M+CFM, B+PW,

B+M, B+CFM+PW where all singie modes are live
Note (2} TEI (Tissue Enhanced Imaging) mode

/&-@W@

[DIVI‘-‘:!OH Sign-0ff)
Division of Reproductive, Abdommal,

and Radiological Devices
510k} Number Mf/j’&
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LAS32

Clinical Application

Mode of Operation

PWD
(PW)

CWD
{Cw)

Color
Doppler
{CFM}

Amplitude
Doppler
(PD)

Color
Velocity
Imaging

Combined
{specify)

Other
(specify)

Ophthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative
Neurological

Pediatric

N (sece
Note 1]

N (see
Note 2]

Small Organ (specify)

N (sece
Note 1}

N (sce
Note 2)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

N (sece
Note 1)

N (see
Note 2)

Laparoscopic

Muaculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:

Small Organs (thyreid, testicies, penis and breast);
Peripheral Vascular to include Vein Mapping & Sclercterapy

Note (1) Combinations; any combination of the following modes: B+M+PW +CFM+PD, where only one mode is live, B+CFM, M+CFM, B4PW,

B+M, B+CFM+PW where all single modes are live.

Note (2): TEI{Tissue Enhanced Imaging) mode

Rl [k

{Duwvision Sign-Off)
Division of Reproductive, Abdominal,

and Badiologicat Devices
510(k) Number

w

5,30

o
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PA121

Mode of Operation

Clinical Application Color | Amplitude Color .
A B M PWD | CWD Doppler | Doppler Velocity Combined | Other

Ophthalmic

Fetal

N (see N {scc
Abdominal N N N N N Note 1) Note 2)

Intraoperative {specify)

Intraoperative
Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

N (see N (sce
Cardiac N N N N N Note 1) Note 2}

Transesophageal

Transrectal

Transvaginal

Transurethral

{ntravascular

Peripheral Vascular

.

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

QOther
N= new indication; P= previously cleared by FDA; E=~ added under Appendix E

Note (1. Cembinations: any combination of the following modes: B+M+PW+CFM+PD, where only one mode is live; B+CFM, M+CEM, B+PW,
B+M, B+HCFM+PW where all single modes are live.
Note (2} TEI (Tissue Enhanced Imaging) mode

GSAY 7
(Drasion Sign-Off) 4

Division of Reproductive, Abdominal,
v Radnlogcal Devices

Sl Number kﬁ\ﬁ?ﬁ&




PA122

Maode of Operation

Clinical Application Color | Amplitude Color .
PWD | CWD Doppler | Doppler | Velocity Combined | Other

(Pw) | cw) [ FERRETL PR | imaging | (5Peci®) | (specify

Ophthalmic

Fetal

Abdominal

Intraoperative {specify)

Intraoperative
Neurological

N (sce
Pediatric N N N N N N Note 1)

Small Organ (specify)

N [see
Neonatal Cephalic N N N N N N Note 1)

Adult Cephalic

N (see
Cardiac N N N N N N Note 1)

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

N {see
Peripheral Vascular N N N N N N Note 1)

Laparoscopic
Muscolo-skeletal
Conventional
Muscolo-skeletal
Superficial

Other
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Note (1) Combinations’ any combination of the following modes: B+M+PW+CW+CFM+PD, where only one made is live; B+CFM, M+CFM,
B+PW, B+M, B+CFM+PW where all single modes are live.

{Division Sign-0Off)
Divisior of Reproductive, Abdominal,

ars: fadiclogical Devices ~~
YoMk Number _m/ﬁd IR




PA230

Mode of Operation

Clinical Application Color | Amplitude | Color .
I(:’;Nwl? ?g’ﬁ Doppler | Doppler | Velocity Combined § Other

{CFM) (PD) Imaging | (PECiy) | tpecify]

Ophthalmic

Fetal

N {see N (sce
Abdominal N N N N N N Note 1) Note 2)

Intraoperative (specify)

Intraopcrative
Neurological

Pediatric

Small Organ (specify]

Neonatal Cephalic

N (see N {see
Adult Cephalic N N N N N N Note 1) Note 2]

N (see N (sec
Cardiac N N N N N N Note 1) Note 2}

Transesophageal

Transrectal

Transvaginal

Transurcthral

Intravascular

Peripheral Vascular

Laparoscopic

Muscolo-skeletal
Conventional

Muscolo-skeletal
Superficial

Other
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Note (1). Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only ene mode is live; B+CFM, M+CFM,
B+PW, B+M, B+CFM+PW where all single modes are live,
HNate (2). TEI(Tissue Enhanced [maging) mode

R L2
Division Sign-Off)
ision of feproductive, Abdominal,

and Radiological Devices =
510k} Number w\’j AL
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TEE022

Clinical Application

Mode of Operation

PWD | CWD Color | Amplitude | Color

. Combined | Other
A B M Doppler | Doppler | Velocity . .
ew) | cw) TR T @y | tmaging | sPecit) | tpecify)

QOphthalmic

Fetal

Abdominal

Intraoperative {specify)

Intraoperative
Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

N {see
N N N N N N Note 1)

Transesophageal

N {see
N N N N N N Note 1)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparescopic

Muscolo-skeletal
Conventional

Muscolo-skeletal
Superficial

Other

N= new indication; P= previously cleared by FDA,; E= added under Appendix E

Note (1); Combinations: any combination of the following mades: B+M+PW+CW+CFM+PD, where only one made is live; B+CFM, M+CFM,
B+PW, B+M, B+CFM+PW where all single modes are live.

- sion Sign-Off)
+=ian of Reproductive, Abdominal,

rinlagical Devices
B P05 430
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TRT23

Made of Operatien

Clinical Application Color Amplitude Color .
A B M PWD | CWD Doppler Doppler Velocity Combined | Other

(FW) (€W} (CFM) {PD} Imaging (specify) (specifyl

Ophthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative
Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

N {see
Transrectal N N N N N Note 1)

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic
Muscolo-skeletal
Conventional
Muscolo-skeletal
Superficial

N {sce
Other (Urological) N N N N N Note 1}

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Note (1): Combinations: any combination of the following modes: B+M+PW +CFM+PD, where only one mode is live; B+CFM, M+CFM, B+PW,
B+M, B+CFM+PW where all single modes are live.

T
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2CW

Mode of Operation

Clinical Application pwp | cwp | _Coter Ampht‘ludc Vclo 1of | Combined | Other
(PW) (CW) Doppler Doppler elocity

(CFM) (PD) Imaging {specify) | specify)

Ophthalmic

Fetal

Abdominal

Intraoperative (specify)
Intraoperative
Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac N

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Muscolo-skeletal
Conventional

Muscolo-skeletal
Superficial

Other
N= new indication; P= previously cleared by FDA; E= added under Appendix E

tDhvision Sign-0ff) r
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5CW

Clinical Application

Mode of Operation

PWD
(PW)

CWD
{cw)

Color Amplitude
Doppler Doppler
{CFM) (PD)

Color
Velocity
lmaging

Combined
{specify)

Other
(specify)

Ophthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative
Neurological

Pediatric

Small Organ {specify)

Neconatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Muscolo-skeletal
Conventional

Muscolo-skeletal
Superficial

Other {Urological)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

i ismber

lemcal Devices

~ogiuctive, Abdominal,

83 /30
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BS230

Mode of Operation

Clinical Application pwD | cwD D(;olo: Aglpiitlude vC;)lc;.r Combined | Other
ppler oppler elocity . N
(o) | cw) | RS TERT | maging | (SPecif) | pecify)
Ophthalmic

N {see N (sec

Fetal N N N N Note i} Note 2}
N (see N (see

Abdominal N N N N Note 1) Note 2}

Intraoperative {specify)

Intraoperative
Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscapic

Musculo-skeletal
Cenventional

Musculo-skeletal
Superficial

Other

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Note (1): Combinations: any combination of the following modes: B+ M+PW+CW +CFM+PD, where only one mode is live; B+CFM, M+CFM,
B+PW, B+M, B+CFM+PW where all single rmodes are live.

Note (2): TEI (Tissue Enhanced Imaging) mode

Bi-Scan

"R

|2,

{Division Sign-Off)
Dwvesion of Reproductive, Abdominal,

and Radiological Devices
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PA0Q23

Clinical Application

Made of Operation

PWD
(PW)

CWD
{CW)

Color
Doppler
{CFM|

Amplitude
Doppler
(PD}

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Ophthalmic

Fetal

Abdominal

Intraoperative {specify)

Intraoperative
Neurological

Pediatric

N (scc
Note 1)

Small Organ (specify)

Nconatal Cephalic

N (see
Note 1}

Aduit Cephalic

Cardiac

N (see
Note 1}

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

N (see
Note 1)

Laparoscopic

Muscolo-skeletal
Conventional

Muscolo-skeletal
Superficial

Other

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+COFM+ PD, where only one mode is live; B+CFM, M+CFM,
B+PW, B+M, B+CFM+PW where all single modes are live.

@4%1/7
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